1. What informed the limit of the 30-60 age bracket ? 2. It is not clear how the cases and controls will be matched 3. It is not clear how the actual recruitment of both group participants will be done 4. How the figure 20 for the cognitive testing arrived at? 5. How was the 2 groups each for FGD arrived at? 6. Why is first and only follow up done at 3 months , what is the justification and merit of this? 7. Even though not much work has been done in the region and continent , there should have been more citations from the continent VERSION 1 -AUTHOR RESPONSE Reviewer 1 1. As it stands, it is unclear what the study really stands to accomplish. The study is said to be a cohort study but the objectives set out could be achieved just by a cross sectional survey. Response: Thank you for reviewing our protocol and providing us with comments. There are no cohort studies in Kenya and there has been concern among researchers and funders about the feasibility of conducting a cohort study. We have therefore developed this protocol to undertake a feasibility study to assess the ability to conduct breast cancer follow-up studies. We will collect baseline data and recontact patient at about 3 months after the completion of the baseline data collection. We are reaching out to patients by calling them on their mobile phones and at the completion of this study we will understand whether phone-based follow-up is an effective approach to recontact individuals. Additionally, the baseline data collection will provide with unique information to understand social determinants and individual health seeking behavior among women in Kenya with and without breast cancer. To clearly convey the objective of this study, we have reworded the title of the study to "Social Determinants and Individual Health Seeking Behavior among Women in Kenya: Protocol for a Breast Cancer Cohort Feasibility Study". Additionally, we have also clarified the objectives of this study in the abstract as well as the background section.
2. The objectives are more about feasibility studies and collecting baseline information. If this study is a subset of a bigger cohort study, then it must be clarified. This current study gives no added value over a cross sectional design. Response: The overall aim of the study is to assess the feasibility of conducting cohort studies in Kenya and the sub Saharan Africa region. We would like to establish the ability to recruit participants (Objective 1), maintain contact (Objective 2) and collect in-depth baseline data (Objective 3) to understand social determinants and health seeking behavior among the participants. Information from objective 1 and 2 will we critically evaluated to assist us in anticipating challenges and identifying solutions for successful implementation of the next phase which will be a longitudinal cohort study.
3. The details of the follow up was also missing from the protocol. At what time points will data be collected and how? In the study participants sub section, authors indicate that they can conduct 3-month follow up interviews over the telephone. Is that all that constitute the cohort study? Response: For this feasibility protocol, only one re-contact, in approximately 3 months is planned. The success rate will help determine the feasibility of conducting longitudinal studies in Kenya and the region.
4. Overall, I think the rationale of the study needs clarification while the methods section requires further details. Response: We have clarified the rationale of the study, making it clear that it is a feasibiility study. The "Recruitment" sub -sections within "Methods" has been revised for better clarity on the procedures.
Reviewer: 2 1. What informed the limit of the 30-60 age bracket?
Response: Thank you for reviewing our manuscript and for your comments. We presented this under the sub heading "study participants". Data from the Nairobi Cancer Registry shows that the 30-60 age group has a high incidence and prevalence of breast cancer (Included and referenced at No. 15).
2. It is not clear how the cases and controls will be matched Response: We are recruiting breast cancer and non-cancer cases from the same area to ensure that they have similar backgrounds and are representative of the underlying population but we are not conducting a case-control study. We realize that there was some ambiguous terminology which we have now deleted or reworded. The cohort of breast cancer patients will provide important evidence on access to breast cancer treatment and patient experiences. On the other hand, the cohort of women without a diagnosis of breast cancer will provide valuable information on access to breast cancer screening services and their knowledge of breast cancer symptoms to enable early stage diagnosis. We are collecting a broad set of variables, including age, residence (rural or urban), religion, level of education and economic status, to describe these cohorts in detail and to assess potential differences.
3. It is not clear how the actual recruitment of both group participants will be done Response: This has been clarified under the subheading "Recruitment" under the "Methods" section.
How the figure 20 for the cognitive testing arrived at?
Response: This is based on past cognitive testing conducted by RTI International. In our prior research, 8-10 in-depth interviews were shown to provide adequate information for cognitive testing of the questionnaires.
How was the 2 groups each for FGD arrived at?
Response: The focus groups were included in this study to ensure that all key issues of importance to each of the cohorts, breast cancer and non-cancer women, were adequately captured. We decided to include separate focus groups for women with lower and higher socioeconomic status because the economic and other barriers experienced could differ. Therefore, our study includes 2 focus groups for the breast cancer cohort and another 2 focus groups for the non-cancer cohort.
6. Why is first and only follow up done at 3 months, what is the justification and merit of this? Response: As indicated above, we have now clearly indicated that this study was initiated to assess the feasibility of conducting follow up studies in Kenya. We want to establish that women can and will be willing to provide telephone contacts and will participate in follow up assessment. We do acknowledge that this is only a short follow-up period but we are planning to initiate a longitudinal study with longer follow up utilizing the lessons learned from this feasibility study.
7. Even though not much work has been done in the region and continent, there should have been more citations from the continent Response: As suggested, we have included additional citations.
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GENERAL COMMENTS
Thank you, I still have concerns that seem not to be addressed yet Major: 1. It is not clear how the controls will be selected, whether there will be matched or not and why (to whichever you choose) 2. It is also not sufficiently clear why 30y and 60y are the cut offs 3. The limit for recruiting those with cancer is 3 years , the reason stated is to minimize recall bais, what is the evidence that 3 years is the most appropriate cut off time to minimize recall bias ?
4. I find in the data analysis section that QoL is mentioned here, looks like for the first time, what is the objective or where is the objective that covers this?
5. For cognitive testing, 40 participants are mentioned, how was this figure arrived at?
Minor 6. Check the use of ' incidence ' in this paper, it should not mean the same thing as prevalence 7. Word interviewer is used instead of interviewee in the methods section
VERSION 2 -AUTHOR RESPONSE
Reviewer 2 Comments to Author:
1. It is not clear how the controls will be selected, whether there will be matched or not and why (to whichever you choose)
Response:
We are recruiting breast cancer and non-cancer cases from the same area and in the same age group to ensure that they have similar backgrounds and are representative of the underlying population. We are not conducting a case-control study and therefore we are not systematically matching the patients. We realize that there was some ambiguous terminology which we have now deleted. The two cohorts will answer different questions pertaining to breast cancer care. The cohort of breast cancer patients will provide important evidence on access to breast cancer treatment and patient experiences. On the other hand, the cohort of women without a diagnosis of breast cancer will provide valuable information on access to breast cancer screening services and their knowledge of breast cancer symptoms to enable early stage diagnosis. We are collecting a broad set of variables, including age, residence (rural or urban), religion, level of education and economic status, to describe these cohorts in detail and to assess potential differences.
2. It is also not sufficiently clear why 30y and 60y are the cut offs Response: Women aged 40-50 years have the higher incidence of breast cancer in Kenya. We therefore selected the age range to reflect this -so 10 years before and after this age range. We have clarified in the manuscript as well (page 10).
3. The limit for recruiting those with cancer is 3 years, the reason stated is to minimize recall bais, what is the evidence that 3 years is the most appropriate cut off time to minimize recall bias? Response: In a similar survey on breast cancer patients conducted in the US for the Centers for Disease Control and Prevention, we used a similar cutoff target of 3 years. This cutoff was selected based on our past experience working with breast cancer survivors and because many breast cancer patients continue to receive treatments past the initial treatment episode (which will likely include surgery and additional modalities such chemotherapy and radiation). Women who are hormone receptor-positive take medications for many years. We do acknowledge in the discussion section that there still could be recall bias.
